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About the Annotated Prescribing Information 

AFSTYLA was launched in 2016 and brought to the hemophilia A market. This product is part of 
the CSL Behring portfolio and strengthens our stance as a leader in the blood coagulation 
replacement factor therapeutic area.  

Healthcare professionals and patients have many options when choosing a rFVIII product. It is 
essential to convey that AFSTYLA is FDA approved for dosing 2 or 3 times per week, there 
were zero median Annualized Spontaneous bleeds (AsBR) reported regardless of age and 
dosing schedule.  

This annotated version of the AFSTYLA Prescribing Information will walk you through 
highlighted sections of content. These sections contain essential information about AFSTYLA. 
Knowing this information will enable you to present the product effectively and answer questions 
with confidence.  

Within the margins you will find annotations that summarize key points and insights grouped into 
1 of 4 categories – Prescribing Information, Key Points, Background Information, and other 
details you’ll want to remember. Category icons and colors are used to designate each 
annotation appropriately.  

The more complete your understanding of the Prescribing Information, the more effective your 
conversations with healthcare professionals will be.  

We hope to empower you to harness the excitement behind our innovations and use it to build 
an even stronger case for why healthcare professionals turn to AFSTYLA. 

 
  



 

 
 
 
FOR INTERNAL SALES TRAINING USE ONLY. NOT TO BE DISTRIBUTED. 
USA-STR-0021-JAN22 (PI ref-07556: April 2021) 

3 

 
  



 

 
 
 
FOR INTERNAL SALES TRAINING USE ONLY. NOT TO BE DISTRIBUTED. 
USA-STR-0021-JAN22 (PI ref-07556: April 2021) 

4 

 
 
  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

AFSTYLA is not indicated 
for the treatment of von 
Willebrand disease. 

 
 

 Background Info 

After efficacy and safety, a 
primary motivator for 
healthcare professionals to 
change prescribing 
behavior was discovering 
options that may include 
less frequency of dosing, 
which can be more 
convenient for patients and 
help with adherence. 
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Remember 

Administer at room 
temperature within 4 hours 
after mixing. 

 

 
 

AFSTYLA is available in 
250, 500, 1000, 1500, 
2000, 2500, or 3000 IU 
vials with 2.5 or 5 mL of 
diluent. 

 

 Background Info 

Regarding the Chinese 
Hamster Ovary (CHO) 
Line: The recommendation 
is to premedicate with 
antihistamines in known 
hypersensitivity reactions. 
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 Background Info 

For fair balance this is a 
risk of inhibitor 
development. 

 

 
Key Point 

ISI: For one-stage results, 
apply conversion factor  
of 2 

 

 
Key Point 

One of the largest hem A 
clinical trial programs with 
258 patients included. 

 
 
 

 
 

No previously treated 
patients developed 
inhibitors and one subject 
withdrew due to the 
adverse reaction of 
hypersensitivity. 

 

 Background Info 

PUP data: 1 of 12 patients 
who developed inhibitors 
discontinued the study. 

Two different types of 
inhibitor formation: FVIII 
and/or CHO host cell 
proteins. 
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 Background Info 

Although not seen in the 
pivotal trials, inhibitor 
development has been 
reported in the Post-
Marketing Reporting. 

 
 
 
 
 
 
 
 
 
 
 
 

 Remember 

Patients > 65 not 
evaluated. 
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Key Point 

AFSTYLA is the only rVIII 
with a single-chain design. 
Other rVIII are B-domain 
deleted or truncated. The 
single-chain design is the 
differentiating verbiage.  
It is not PEGylated nor  
Fc-fused. 

 

 
Key Point 

The half-life of AFSTYLA 
in subjects aged 18 years 
or older following a single 
injection of 50 IU/kg of 
AFSTYLA was 14.2 hours. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Key Point 

The half-life of AFSTYLA 
in subjects aged 6 to 12 
years old, following a 
single injection of 50 IU/kg 
of AFSTYLA, was 10.2 
hours. 
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 Background Info 

Both studies to evaluate 
the safety and efficacy of 
AFSTYLA were open-label 
studies. 

 
 
 
 
 
 
 
 
 
 

 
Remember 

For on-demand treatment, 
94% of the bleeding 
episodes in adults and 
adolescents and 96%  
in patients under 12 
resulted in bleed resolution  
with 1-2 infusions. 

 

 Background Info 

For adults and 
adolescents. For patients 
under 12, 86% of bleeds 
resolved with 1 infusion, 
with an additional 10% 
resolving with a 2nd dose. 
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 Background Info 

In pivotal trials, 54% of the 
146 subjects on 
prophylaxis received 
AFSTYLA 3 times weekly; 
32% of subjects received 
AFSTYLA 2 times weekly; 
6% received AFSTYLA 
every other day, and 8% of 
subjects received other 
regimens. 

Subset of adult/adol 
patients: 0 median ABR 
and AsBR with 2x weekly 
dosing highlighted. 

 

 
Remember 

Remember: 54% peds 2x-
week with 0 median AsBR. 

Iliopsoas (hip) bleed 
difficult to treat – resolved 
with AFSTYLA. 

0 median AsBR regardless 
of dosing regimen. 

 
 

 
Key Point 

In both the AFSTYLA 
pediatric and 
adult/adolescent study,  
the median annualized 
spontaneous bleeding rate 
(AsBR) was 0. 

 

 
Remember 

Investigators assess… as 
excellent or good in 100% 
of surgeries. 
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Remember 

After reconstitution, if the 
product is not used within 
4 hours, it must be 
discarded. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

AFSTYLA can be stored 
at room temperature not 
to exceed 25C (77F) for a 
single period up to 
3 months, within the 
expiration date printed on 
the carton and vial labels. 
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